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Participants 

Philip Morris 

Robin Kinser 
Jan Oey 
Regina Stabbert 
Klaus von Holt 

Covance 
Mel Peit 
Keith Phillips 
Sharon Pochron 
Jill Schultz 
Paul Severin 
Phillip Turpin 
Jason Walters 
Pam Warner 

The following is a sum mary of the items discussed: 

NNK Metabolites in Urine 

Sample analysis is in progress (approximately 50% complete). It is estimated that sample analysis will be 
completed by mid Nov. The validation report was sent to Philip Morris for review on 10/12/01, 

Acetonitrile in Blood and Exhalate 

AcN in Blood - Sample analysis is complete with the exception of reassays. Reassays will be completed 
this week. The validation report was sent to Philip Morris for review on 10/02/01. 

AcN in Exhalate - Sample analysis will begin the week of 10/29/01. A new instrument has been installed. 
It is estimated that sample analysis will be completed by 11/26/01. The validation report was sent to Philip 
Morris for review on 10/12/01. 

Nicotine and Metabolites in Urine 

Validation data for the glucuronide assay were sent to Philip Morris for review on 10/18/01, Sample 
analysis to begin following approval of the validation data. 

Hemoglobin Adducts 

Sample analysis is in progress (batch 6 of 8 completed). It is estimated that sample analysis will be 
completed by early Nov. The draft validation report is completed and will be sent to Philip Morris for 
review by 10/26. 

11-dehydrothomboxane B 2 in Urine and 8-Epi-Prostaglandin F2 Alpha in Urine 

Sample analysis is in progress and should be completed by 10/26 (approximately 2 weeks ahead of 
schedule). R. Kinser asked if the samples with values above the ULOQ were from smokers or non- 
smokers. K. Phillips will look into this and report back to R. Kinser, 

ACTION: K. Phillips 

Malondialdehvde in Plasma and Urine 

Urine — Sample analysis is complete. Data are ready to be sent to CCLS/CRU. 
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Plasma - Validation data was sent to PM for review on 10/12/01. Sample analysis to begin following 
approval of the validation data. 

Caffeine and Metabolites in Urine 

Reassay of two samples in progress. Discussed appearance of urine samples that had values below the 
LLOQ (light colored) and above the ULOQ (dark colored) for AFMU and if this correlated with 
times/dates subjects came in for appointments (was one date hotter than others), amount of fluids subject 
drank (amount of fluids following the caffeine dose was not controlled). Values below the LLOQ should 
be reported as such. R. Kinser asked if it would be possible to obtain a lower LOQ. S. Pochron indicated 
that if she increased the sample size it might be possible, R, Kinser will discuss internally to see if this is 
something that we should explore. 

ACTION: R. Kinser 

Draft validation report was sent to Philip Morris for review on 10/09/01. 

Will need to order AMFU for main TES well in advance. Amount will depend on number of samples to be 
analyzed (yet to be determined). This is true for the other biomarkers as well. 

The following items require PM review/approval: 

Nicotine-glucuronide validation data 
MDA in plasma validation data 
NNK metabolite validation report 
AcN in blood validation report 
AcN exhalate validation report 
Caffeine validation report 
7209-105 Amendment No. 1 
7209-111 Amendment No. 1 

Next Meeting 

Tuesday, November 6, at 9:00 am CT/10:00 am ET 

Passcode: SPD 

Leaden Jill Schultz 

Domestic No.: 877/416-1807 

International No.: 415-228-4947 
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